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I Introduction
Indigenous communities have used native plants as foods and for medicinal purposes for thousands of years. Some of these indigenous products 1 have proven sufficiently popular that individuals outside the indigenous community have sought to consume, purchase and market them. In certain instances, new products have been derived from the indigenous plant and sold outside the indigenous community. 2 In other cases, the indigenous product has been exported in its original form, but utilized in nontraditional ways in the export market. 3 In recent years, various WtO Members have imposed bans and other restrictions on the importation of certain indigenous products on the basis of health and safety concerns. These restrictions tend to be blanket bans on the products as a whole, thus curtailing both the ability to consume indigenous products according to their traditional uses, as well as the adapted versions of such products.
This chapter uses the example of the recent bans on kava from Pacific Island countries as context to argue that the safety of indigenous products with long histories of traditional use should be evaluated on their own merits. They should not be deemed the equivalent of new products with new uses that have been adapted from the indigenous plant, nor should their safety be assessed in combination with such new products. Bans on indigenous products may well be overbroad if they do not differentiate between traditional (quite possibly safe) uses and new (perhaps not-so-safe) uses. The World trade Organization's (WtO) Sanitary and Phytosanitary Measures agreement (SPS agreement) 4 applies inter alia to most food safety regulations. The SPS agreement should not be interpreted to permit Members to apply undifferentiated bans to traditional and non-traditional uses of an indigenous product. Instead, WtO Members should be required to separately assess the safety of the traditional use so as to minimize the potential for overbroad, unduly traderestrictive regulations.
This contention may be controversial -to the extent national autonomy issues are raised in the SPS context it is generally to voice concern that national autonomy is being unduly curtailed. Commentators and government officials regularly assert that the SPS agreement should be interpreted with significant deference to the regulating Member, so that Members can make their own decisions about risk and the safety measures necessary to suit the particular needs and desires of their populations. 5 In this chapter I take a different approach, and argue that, at least in the context of the safety of indigenous plant products, there may at present be too much flexibility for Members. The kava example demonstrates that indigenous products with traditional uses are being affected by safety concerns arising from adaptations or new uses of these indigenous products. This is problematic because the traditional uses have demonstrated indicia of safety by virtue of their enduring use, yet for purposes of risk assessments and safety analyses the traditional uses are being lumped together with the new, adapted uses by overseas regulators. This chapter suggests a conceptual framework for addressing this problem so as to strike a better balance between appropriate safety measures and national regulatory autonomy.
I am not advocating changing the basic principles of the SPS agreement, 6 which allows Members to identify their own level of acceptable risk and to tailor their safety measures accordingly. Nor 
European Communities -Measures Affecting Meat and Meat Products (EC -Hormones),
Wt/DS26/aB/r, adopted 13 February 1998, para. 13. 6 as is discussed more fully in Section III, the technical Barriers to trade (tBt) agreement and the Gatt may also be applicable to some regulations on kava. Due to space constraints and the fact that most kava-related regulations are SPS rather than tBt measures, however, this chapter will primarily address SPS-related issues.
suggesting that, merely because indigenous products have a long history of use, they must be safe. However, there should be some process by which the traditional use is taken into account. Otherwise indigenous products with hundreds of years of use end up being treated like brand-new products, which is inappropriate, given the different historical records the two categories of products have. The chapter suggests that the concept of 'traditional knowledge' (tK), which in the WtO realm has thus far primarily been limited in application to the intellectual property (IP)/trIPS context, could be applied usefully in the SPS context to differentiate the status that should be afforded to the traditional uses of indigenous products as compared with their newer, adapted uses. to the extent issue is taken with applying this IP term to the health and safety context, I would not quibble with assigning another term, so long as the intended meaning remained the same. However, I believe 'traditional knowledge' as a concept can and should translate into the SPS context, and expanding our conception of tK may assist developing countries in expanding their exports as well as providing recognition and compensation for inventions and other innov ations arising from indigenous communities. Section II of the chapter provides an overview of the Pacific Islands' experience with kava exports. Section III discusses the legal framework relevant to regulating indigenous plant products. Section IV assesses potential methods for preventing a repeat of the kava experience, and Section V argues that the concept of traditional knowledge should be extended to the SPS context to provide a better framework for assessing the risk of products with a history of traditional use.
II Too much regulatory autonomy?
The Pacific Islands' kava experience Background 'Kava' is the name for a drink reported to have relaxant as well as other favourable characteristics, and is made from the water extracts of the rhizome or root of the Piper methysticum plant.
7 Kava and kava-containing products originate primarily from Pacific Island (PI) countries, including Fiji, Samoa, Vanuatu, tonga and Solomon Islands.
8 These countries face significant obstacles to participating actively in the international trading system. all of the major kava-exporting countries are 'small island developing states', 9 and Samoa, Solomon Islands and Vanuatu are least developed countries (LDCs).
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Kava has been used as a relaxant for many generations by the Pacific communities to which it is indigenous. The traditional use of kava, dating back hundreds of years, is to mix a powdered form of the plant root with water and to drink this mixture. 11 More recently there has been interest in kava for its medicinal properties, and importing countries have made various new uses of the kava plant. Kava and kavacontaining products have been exported to overseas markets and marketed as alternatives to pharmaceutical tranquillizers and other relaxants. Unlike the water extracts traditionally used within the Pacific, in more recent years the European pharmaceutical companies have used acetone or ethanol to extract non-water-soluble, pharmacologically active, organic compounds (called kava lactones) from the kava plant, and processed them in concentrated form into capsules and pills.
12 Thus European kava products have contained compounds not present in the traditional drink of water-soluble kava compounds. In addition, European companies extracted lactones from stem peelings from the kava plant -a part of the plant not commonly used to make the traditional kava drink.
13
Exports of kava led to growth in the local industries, particularly in Fiji and Samoa. a significant amount of land was dedicated to growing more kava as the overseas markets expanded.
14 Earnings were substantial. 16 This ultimately led Germany, France and several other countries to ban kava imports beginning in 2002, on the basis that these products' use was correlated with hepatotoxicity, and a number of other governments followed suit shortly thereafter with bans or other regulatory restrictions.
17 These actions were all primarily based on the German data and some additional reports coming from Switzerland and the United Kingdom. 18 The cumulative effect was significant and, unsurprisingly, was highly damaging for the Pacific Island communities that had been generating significant sources of export income based on kava.
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On initial consideration, the bans and other restrictions may seem justified. Liver failure is a significant problem and cannot be disregarded just because the product is coming from developing countries. and indeed WtO Members are permitted under the SPS agreement to impose import restrictions on products that have been the subject of a scientific risk assessment and deemed too dangerous to meet the levels of protection the importing country wishes to impose. The SPS agreement also allows temporary measures to be imposed while the safety of a product is being established. 20 However, on further reflection these measures raise some significant concerns.
Based on publicly available materials, it appears that in enacting these kava import bans, the importing countries did not distinguish between the safety of kava prepared in the traditional way as a drink and the safety 15 Ibid., p. 5. 16 of any of the more recent pharmacological adaptations. as an example, in a 2002 notification to the WtO's SPS Committee, the United Kingdom notified emergency measures to ban kava importation and sale on grounds of food safety. The notification identifies evidence linking consumption of medicinal kava with liver damage and then notes that it proposes to ban both medicinal and food uses of kava because 'there is no clear understanding of the nature of the hepatotoxicity, including its mechanism. Consequently, the FSa [Food Standards agency] is proposing to prohibit food uses of Kava-kava.' 21 Other countries soon followed suit. 22 The bans were highly controversial because of the significant adverse effects they had on the Pacific Island economies and the belief that the evidence of liver toxicity from kava was unsubstantiated. 23 Thus, kava and kava products used in the traditional manner, which has a very long history of apparently safe use, were lumped together with newer, untraditional uses, and all classified as unsafe. This had devastating consequences for Pacific Island kava producers.
The long road to exoneration
Market access for traditional products is of critical importance to small states such as the Pacific Islands because these countries have only limited potential to generate export earnings. In this regard the Commonwealth countries specifically identified the kava ban as an issue that required expeditious resolution. 24 Despite this urgency, Pacific Island countries had to spend several years attempting to get the bans overturned. 25 The affected countries sought relief through the africa-Caribbean-Pacific The Pacific Islands Forum Secretariat, together with sympathetic European manufacturers and marketers, also established a joint representative body -the International Kava Executive Council (IKEC) -to attempt to re-establish kava trade between the Pacific and the EU.
27 IKEC commissioned a study on the safety of kava and sought legal advice from the advisory Centre on WtO Law in Geneva with respect to PI countries' rights. 28 after a significant amount of agitation by various interested parties, the World Health Organization (WHO) established an expert committee to review the alleged liver toxicity effects of medicinal kava products. This report was completed in 2007 and found that 'it is clear that water extracts as taken in the South Pacific, with hardly any serious kava-related hepatotoxicity reported, are chemically different from the "kava" used to make kava pills in Europe and this difference could be responsible for the reported hepatotoxicity in some kava pill takers'. 29 It concluded that the incidence of hepatotoxicity with kava is uncommon or rare, and that the small level of risk could be reduced by taking precautions such as using water-based suspensions of kava and avoiding acetonic and alcoholic extracts.
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Following the issuance of the WHO report, IKEC and others threatened to initiate WtO dispute settlement proceedings if the bans were not lifted. 31 It has been suggested by some that the kava experience represents a major victory for small vulnerable states and that the regional and international cooperative efforts were a model to follow in the event of future similar conflicts.
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On the one hand, these platitudes are of course warranted. It is a positive development that many of the bans have been lifted and that the PI economies can resume exporting lucrative products. On the other hand, however, this experience arguably should not be seen as a success story or a model process at all. It took over six years for the ban on kava products to be lifted, even with the efforts of IKEC and the Pacific Islands Forum representative Office, both of which receive funding from developed countries. This is a very long time for small countries to be deprived of a major source of revenue, particularly given that, in the end, the traditional use of the product was essentially vindicated.
While the ultimate victory is positive, many exporters went out of business and suffered significant personal hardship. although the European Commission lifted their ban without the need for Fiji to formally initiate WtO dispute settlement proceedings, it is deeply concerning that there was not a more streamlined way for small, vulnerable WtO Members such as Fiji to demonstrate the safety of their exports. This is particularly troubling, given that kava has been used in a traditional form for a traditional purpose for hundreds if not thousands of years. While there may have been legitimate cause for concern -even if ultimately unfoundedwith respect to the adapted uses of kava, it appears overbroad to assess risk based on the adapted uses, and then to apply restrictions indiscriminately to all kava products.
library/files/IKEC_EN_291008_IKEC_Lifting-the-German-ban-on-Kava-exports. pdf (accessed 9 December 2009). although the EU lifted its kava ban, some restrictions remain elsewhere. For example, australia still has a ban in effect, see www.bilaterals. org/article.php3?id_article=13224&var_recherche=sparteca (accessed 9 December 2009). 33 See, for example, Bowman, supra, note 28 (discussing the benefits for the Pacific Island WtO Members of having the Pacific Islands Forum representative Office assist with participating in WtO negotiations and resolving disputes on a regional rather than a country-specific basis); http://worldtradelaw.typepad.com/ielpblog/2008/11/kava.html (International Economic Law and Policy blog entry characterizing the lifting of the kava ban as an indication that the WtO 'can work for the little guy') (accessed 9 December 2009).
III The WTO framework for regulating indigenous products
In assessing the kava experience and how to avoid its recurrence, it is instructive to examine how the regulation of indigenous products fits within the WtO framework.
Which agreement applies?
The question of which WtO rules will apply to regulation of indigenous products depends in part on whether the products are classified as foods or drugs. If a traditional health product is deemed a food, regulations affecting its importation will fall under the SPS agreement. If, however, the product is deemed to be a drug or medicinal product, regulations affecting its importation more likely fall under the technical Barriers to trade (tBt) agreement. It is also possible that a regulation impacting traditional herbal products could fall outside the scope of the tBt agreement (and therefore the SPS agreement), in which case there could still be a Gatt violation. 34 Furthermore, it would seem that, based on the recognition of cumulative obligations under multiple WtO agreements, 35 it would be possible for a regulation relating to an indigenous product to be partly an SPS measure and partly a tBt measure at the same time, and to therefore be subject simultaneously to the disciplines of both agreements.
36
In practice, kava has sometimes been classified as a food and sometimes as a drug, depending on the country imposing the regulations as 34 For discussions of the interplay between the SPS agreement, tBt agreement and Gatt, see P. Van well as the nature of the products. In a minority of countries, including austria, Belgium, Brazil, Germany, Portugal and Switzerland, imported kava products have been largely pharmaceutical in nature and regulated as drugs. 37 a larger number of countries, including australia, Denmark, Finland, France, Greece, Italy, Singapore and Spain, have treated the kava products they import as food products and have regulated kava as a food. 38 There are still other approaches. In the United States, kava products have been treated as neither foods nor drugs, but as herbal supplements or nutraceuticals, whereas Canada regulates kava as both a food and a drug. 39 Notwithstanding the variety of measures described above, the majority of importing countries appear to regulate kava as a food, and almost all of the import restriction notifications were made under the SPS agreement. accordingly, this chapter will limit its focus to the relevant SPS issues; however, it is important to bear in mind the potential relevance of the tBt agreement and the Gatt to the regulation of indigenous products.
The SPS Agreement and indigenous products
One of the areas in which the tension between national autonomy and the need for international rules is particularly acute is that of food and drug safety-standards setting. Some of the WtO's most contentious cases, the EC -Hormones and EC -Biotech disputes, have arisen in this context. to the extent that indigenous plant-based products such as kava are regulated as foods or otherwise fall within the ambit of the SPS agreement, such regulations must be based on a risk assessment 40 which in turn must be supported by sound science. 41 If there is insufficient relevant scientific evidence, Members may temporarily adopt provisional SPS measures.
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In making risk management determinations -i.e. deciding what level of protection the Member wishes to achieve -Members must, inter alia, ensure that their measures are not more trade-restrictive than necessary to achieve the desired level of protection. their measures will presumptively be deemed consistent with the SPS agreement and the Gatt. 46 However, Members retain significant regulatory autonomy to impose measures that achieve a higher level of protection than the relevant international standard, 'if there is a scientific justification, or as a consequence of the level of sanitary or phytosanitary protection a Member determines to be appropriate in accordance with the relevant provisions of paragraphs 1 through 8 of article 5'.
47 a footnote to article 3.3 clarifies that 'there is a scientific justification' if, after examining and evaluating the available scientific evidence in accordance with the rest of the SPS agreement, a Member 'determines that the relevant international standards … are not sufficient to achieve its appropriate level of sanitary or phytosanitary protection'.
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Notwithstanding the text of articles 3.1 and 3.3, the appellate Body has rejected the view that these provisions operate as a rule and exception. In EC -Hormones, the appellate Body explained that 'article 3.1 of the SPS agreement simply excludes from its scope of application the kinds of situations covered by article 3.3 of that agreement …' 49 This interpretation has been subject to criticism as the text of article 3.1 reads as a general obligation followed by an exception provision. 50 Furthermore, the general obligation/exception structure appears in both Gatt article III and article XX, yet the appellate Body declined to recognize this structure in SPS agreement article 3. 51 Instead, the appellate Body elected to interpret the harmonization language of article 3.1 as aspirational rather than mandatory: 'It is clear to us that harmonization of SPS measures of Members on the basis of international standards is projected in the agreement, as a goal, yet to be realized in the future.' 52 Thus although 44 article 3.1 states that Members 'shall' base their SPS measures on international standards where they exist, in practice Members may set standards higher if they determine the Codex or other international standards do not satisfy their own acceptable level of protection and there is a scientific justification for therefore applying a higher standard.
The SPS agreement thus provides Members with a significant degree of regulatory autonomy to impose stringent safety measures, so long as the level of protection can be linked to a risk assessment. In the context of the kava bans, there are a number of uncertainties in this regard. Would a ban of all kava products be deemed sufficiently based on a risk assessment that showed potential correlations between new kava products and liver damage? Would the application of the ban to all kava products fall within the scope of the Member's policy space to manage risk? Or would such a ban be deemed more trade restrictive than necessary? The EC -Hormones and United States/Canada -Continued Suspension reports suggest there must be direct links between the particular product (in those cases, specific hormones) and the particular product the Member seeks to minimize, 53 but a scenario akin to that posed by the kava situation has yet to be adjudicated.
Whether or not the SPS agreement is sufficiently clear on this point, the kava experience signals that additional efforts should be considered to ensure that domestic regulations are not overbroad with respect to products that have multiple uses. In other words, regulations should be sufficiently narrowly tailored to only reach a harmful use of a product, rather than also capturing safe, alternative uses of the same product. For example, if a blend of a and B is toxic, it would seem appropriate to ban the use or sale of a and B together, but it would be overbroad to ban both a and B as toxic substances, even when sold separately. This concern is particularly acute in the context of indigenous products, as the long history of traditional use strongly suggests at least some measure of safety.
IV Potential solutions for indigenous products
It is well documented that developing countries and small economies face a variety of challenges -both structural and financial -in their efforts to comply with SPS measures imposed by importing countries. attention has focused on the costs of establishing food safety procedures that will satisfy would-be importers. 55 However, these countries can also experience a different form of obstacle when importing countries determine that the products at issue are inherently unsafe, rather than tainted or at risk of taint. Under this scenario, developing countries can find their precious export markets disappear overnight, and the process of demonstrating actual safety and rebuilding trust can be difficult and lengthy. While aid for trade and other capacity-building efforts have been used to address the former problem, the latter has not received much attention. Yet we should also be concerned about -and attempt to ameliorate -the burdens overbroad safety determinations impose on fragile exporting economies.
as the kava saga demonstrates, there are good reasons to assess the safety of the traditional uses of indigenous products separately from the safety of newer, adapted uses. In particular, a risk assessment of an indigenous product which has a traditional use should assess the risk from the traditional use separate and in addition to, rather than aggregated together with, the assessment of risk from the adapted uses. to permit Members to do otherwise tilts the regulatory autonomy balance too far towards sovereignty at the expense of the legitimate expectations of particularly vulnerable members of the trading community. I am not proposing revisiting the right of members to set their own desired levels of risk, nor advocating scrutiny of the legitimacy of such levels nor of the policies underlying them. Instead I am suggesting that measures that aggregate risks of indigenous products in their traditional and adapted forms run a significant risk of being more restrictive than necessary. This section canvasses various options for addressing the problem of overbroad SPS measures in the indigenous products context, beginning with dispute settlement, which, although a valuable option, has its own limitations. In addition, smaller and poorer countries do not have the economic wherewithal to retaliate in any significant way in order to induce compliance, in the event that the respondent member fails to comply with an adopted report. 58 to the extent that dispute settlement is contemplated, however, the obstacles present in initiating a WtO dispute alleging violations of the SPS agreement are all the higher due to the complexity and uncertainty of the legal, factual and scientific issues. 59 In light of the appellate Body's recent decision in the Canada/United States -Hormones Suspension case, in which it imposed a more deferential standard of review of members' SPS measures than had been applied in recent cases, it would be even more difficult for countries such as Fiji to challenge the EU's SPS measures. The appellate Body indicated that the proper inquiry in reviewing a risk assessment undertaken pursuant to SPS agreement article 5.1 is 'not to determine whether the risk assessment undertaken by a WtO Member is correct, but rather to determine whether that risk assessment is supported by coherent reasoning and respectable scientific evidence and is, in this sense, objectively justifiable'. 60 In addition, a panel should determine 'whether the particular conclusions drawn by the Member assessing and thus could not resolve this problem themselves through WtO dispute settlement processes. 57 For a discussion of the costs and effort involved for a developing country to initiate a dispute, see D. tussie and V. the risk find sufficient support in the scientific evidence relied upon' and whether 'the results of the risk assessment "sufficiently warrant" the SPS measure at issue'. 61 While this decision has been applauded by many as restoring deference to national regulatory autonomy to an appropriate level, at the same time it will make it more difficult for WtO members such as Fiji to demonstrate the WtO-inconsistency of measures such as the kava ban.
Dispute settlement

Harmonization
One possible answer to the problem of overbroad SPS measures would be to increase harmonization. One of the common arguments in favour of more standardization in the SPS context is that it will improve developing countries' ability to export. However, this appears to be borne out in practice only if the standardized approach is not too stringent. The existence of a Codex alimentarius Commission (Codex) standard does not preclude countries from adopting higher standards if they can satisfy the requirements of the SPS agreement. The EU adopts standards which apply across the EU and can thus be considered 'harmonized' but which may significantly exceed international standards. Empirical research has suggested that when this occurs, world exports, particularly from developing countries, are likely to decrease. If instead the EU were to adopt Codex guidelines in the form of an international standard, world exports would be more likely to rise significantly. 62 This research suggests that, while harmonized food safety standards can lead to increased exports from developing countries, if the harmonized standard is set at a very high level it may negatively impact the ability of developing countries to export. 63 The most broadly applicable method of harmonization would be for Codex to develop more safety standards for indigenous products. 64 The 65 WtO Members are encouraged to play an active role in these organizations, which include Codex.
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The SPS agreement encourages harmonization of standards and when a member's food safety regulation is based on a Codex standard it will be presumed to be consistent with the SPS agreement. If an indigenous product is deemed a food, the producers therefore will need to be aware of whether Codex has established any standards relating to the product. Indeed, at present, the kava-producing countries are seeking to have Codex establish standards for kava as it is traditionally used. 67 Codex could agree to do this if it accepts the traditional use of kava as a food. 68 Codex standards may or may not be helpful to the producers of indigenous products. First, developing countries may not have participated adequately in the standards-setting process. 69 Because their voices are not always heard, a disconnect can result between standards established and the way products are used in the real world. Yet even without their participation, domestic product standards that conform to international standards are presumed to be consistent with WtO obligations. Notably in the EC -Sardines dispute, the appellate Body confirmed this understanding with respect to Codex rules, even where adopted by a bare majority vote that might not have included the support of the WtO Members involved in a given dispute. 70 Joel trachtman has cautioned that 'these types of quasi-legislation, delegated by the WtO to these other bodies, present important questions about democratic accountability, and about the capacity of developing states to participate'. 71 In addition, Codex standards can only address food/SPS uses, and therefore cannot resolve situations involving indigenous products with purely medicinal uses, such as tea tree oil. Some have even criticized the application of Codex rules to natural and traditional health products, arguing that these products are fundamentally different from foods and therefore the regulations may not be appropriate.
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Harmonization is probably, on balance, preferable to no harmonization, as an official international pronouncement of safe parameters is a useful benchmark to be able to point to. But because countries can adopt higher standards if they wish, harmonization cannot completely remove the problem of overbroad regulations.
Recognizing traditional uses
When assessing the safety of a product that is, or is derived from, an indigenous product, a distinction should be made between the traditional use and any relevant adapted uses. While the safety of the traditional use should not be given a free pass, it should be assessed as a stand-alone consideration, separate from the assessment of the adapted uses (whether adapted by traditional or new users).
In considering the safety of the traditional use, members are of course entitled to use traditional scientific measures of safety. However, it should be noted that there is precedent internationally for recognizing the safety of items that have been in the food supply for a long time. For example, in the United States these are called 'GraS' or 'generally recognized as safe' items and include things such as vanilla, vinegar and caramel. 73 Many years ago, a legal challenge was brought against an interpretation the US Food and Drug administration (FDa) had made of its regulations in which it found that language which provided that food safety could be established based on 'common use in food' prior to 1958 meant 'common use in the United States'. 74 The court rejected the FDa interpretation and found that foreign practice could be looked at. 75 Subsequently the FDa amended its food additive and drug regulations to take into account the experience of other countries in its determinations of whether a product is 'generally recognized as safe' based on a long history of use in food. 76 Canada also differentiates between ordinary food products and 'novel foods', the latter of which are subject to a full review by Health Canada before they may be offered for sale. 'Novel foods' are those which, inter alia, do not 'have a history of safe use as a food'.
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The EU is currently considering repealing its regulation on Novel Foods (regulation No 258/97) 78 to, inter alia, introduce a new procedure for evaluating traditional foods from third countries. WtO Members have previously raised concerns regarding regulation No 258/97 and its earlier proposed amendments, arguing that the current and proposed measures impose excessive requirements to demonstrate the safety of food products with a long history of traditional use. 79 In response, the EU has been evaluating a revision which would impose less onerous requirements for traditional food products from third countries with a demonstrated history of safe food use, than would be required of 'novel foods'.
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Thus there is precedent for recognizing products as having a traditional use, and according such products a distinct status.
V What role for traditional knowledge?
This section considers how tK could be incorporated into assessments of SPS measures. 
Traditional use and traditional knowledge
as a framework for looking at the traditional use of indigenous products, I propose importing the concept of 'traditional knowledge' or tK, which has heretofore been discussed in the WtO exclusively in the context of the trIPS agreement and intellectual property protection 81 and which is commonly used to refer to plant and genetic resources of indigenous peoples. There is no one accepted definition of tK, but medicinal and herbal plants would seem to fall within the scope of many of the definitions.
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The tK issue is not yet even close to resolution in the trIPS context, so it may be naïve to think it could be expanded to the SPS/tBt context. But it does seem that there is broad agreement that tK should be recognized. The issues are more to do with what value to assign to tK than whether it has a value, and in what contexts tK applies. If tK is recognized as having a value in the IP context, this must mean it is connected to marketable products. These products would not have marketable value if they were demonstrably dangerous. If this is the case, then perhaps for products recognized as tK, it is reasonable for that tK to be taken into account in some way in the SPS/tBt safety analysis, particularly where the product at issue has both a traditional use and new, adapted uses. This is not so different from the way Europeans currently address the safety of raw milk cheeses and cured meats. These products in many cases are accorded geographical indications -a form of intellectual property 81 For example, whether traditional knowledge should be patentable or subject to other forms of intellectual property protection. This issue is primarily being considered in the context of trIPS article 27.3(b), which addresses the patentability or non-patentability of plant (and animal) inventions, and the protection to be afforded to plant varieties. Pursuant to the requirements of the trIPS agreement, a review is being conducted of article 27.3(b protection -and are deemed safe, based on a long history of experience rather than on modern-day scientific testing.
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There are numerous possible ways tK could be taken into account in the SPS context. One possibility would be to allocate aid for trade or other trade-related capacity-building funding to fast-track safety analyses of the traditional uses of such products. another option would be for the SPS Committee to develop protocols for assessing the safety of the traditional uses of indigenous products. It is beyond the scope of this chapter to assess the potential methods for taking tK into account; for present purposes I merely want to suggest that traditional knowledge could be a useful concept to import into the safety context to help prevent overbroad regulation of products that in all likelihood are safe.
Culture
The idea of using tK, or cultural knowledge, may seem inappropriate in the context of safety, which is usually seen as a scientific inquiry. However, 'culture' does play a role in scientific risk assessments. We see it most commonly in the context of regulatory autonomy, when it is often argued that deference must be given to each nation's own policy choices as to what it wants to protect against. Common examples in this respect are the policy choices of the EU and the United States with respect to health measures. The EU is far more concerned than the US over the safety of genetically modified organisms and growth hormones. In contrast, the US seems more concerned with cancer risks than the EU and also requires more detailed information on labels regarding fat content and cholesterol than does the EU. 84 a further example is unpasteurized cheese. Due to the long experience in Europe with unpasteurized dairy products, unpasteurized cheese is widely available in Europe and generally considered to be safe. In the US, by contrast, pasteurization is associated with safety of dairy products and there are serious concerns about botulism and other problems being associated with unpasteurized cheese; hence, unpasteurized dairy products are heavily regulated in the US. at present the WtO permits these cultural differences by providing a degree of policy space for members to reach their own decisions as to what is worth protecting. Some would argue there is not enough policy space there, and that in particular more flexibility is needed to take into account consumer preferences and to be able to take precautionary measures even when a degree of scientific information is available.
regardless of whether one thinks the amount of policy space or regulatory autonomy is at an appropriate level, there surely is some room to make country-specific determinations as to what levels of risk are desired for different health and safety concerns. Science is then used, in the form of risk assessments, to implement these cultural decisions. 85 The EU in particular has defended its measures on grounds of consumer preference, even where scientific evidence of risk is lacking -in essence, justifying deferring to cultural attitudes. 86 What I am proposing could be seen as the flip side of the equation: that culture -in the form of traditional knowledge -should be taken into account in some way in determining how we go about the scientific process of safety assessment. 87 In particular, when plants and plant products have a long history of a traditional, common usage as foods and/or medicines, some value should be given -some recognition afforded -to the enduring practices of the indigenous communities from which these products originate. However, it is evident that the risk assessment phase also entails some decision-making. risk assessment generally entails four stages identified over 25 years ago by the National research Council in the United States. These stages are hazard identification, dose-response assessment, exposure assessment and risk characterization. Codex uses very similar categories -hazard identification, hazard characterization (which includes dose-response assessment), exposure assessment and risk characterization. 89 The SPS agreement defines risk assessment similarly. 90 While risk assessment is, on its surface, scientific and value-neutral, in fact scientists have to make all sorts of decisions, assumptions and other policy choices in conducting their analyses. an example would be deciding to use particular animal data to predict outcomes in humans, or to assume that the absorption rate in animals and humans is the same or close to the same. 91 Indeed, these policy choices and assumptions are not consistent across regulatory bodies, meaning that different assumptions can lead to different outcomes. The risk assessment process has thus been subject to criticism as not being value-neutral in practice, and some argue the use of policy in the scientific process undermines the legitimacy of using science to assess risk as it may impact the outcomes reached.
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Furthermore, even hazard identification may have cultural assumptions embedded into it. Europeans have been eating unpasteurized cheeses for centuries and thus do not see them as a potential hazard. Other countries with different cultural experiences may see these same products as potentially dangerous.
It would seem that it would be within the normal parameters of the risk assessment process to identify the various potential uses of the product being assessed, and to assess each potential use. traditional knowledge can therefore be factored into the process merely by ensuring that the risk assessment includes a separate analysis of the safety of the traditional use. This would then avoid the problem of the traditional use being lumped together with the new uses. This approach would also be consistent with the appellate Body's guidance in the EC -Hormones dispute, in which it cautioned that risk assessments should not be limited to laboratory exercises but need to evaluate 'risk in human societies as they actually exist where people live and work and die'.
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SPS Committee
It would not require any sort of wholesale changes in WtO rules or even in practice to take traditional knowledge into account. This type of understanding could be reached within the SPS Committee, which meets several times a year and discusses particular concerns of members. 94 and so doing might help prevent a repetition of situations such as the six-year ban on all kava products. It would be appropriate for this recognition to take place in the SPS Committee. Given the expense and time involved in bringing a dispute, it would be much better to resolve such issues informally. It would also be in keeping with the SPS agreement's provisions on special and differential treatment for developing countries. In particular, article 10.1 provides: 'In the preparation and application of sanitary or 92 See discussion in Button, supra, note 87, pp. 98-9 and footnotes therein. 93 EC -Hormones, supra, note 5, para. 187. 94 article 12 of the SPS agreement sets forth that the role of the SPS Committee is to serve as a forum for consultations relating to SPS issues.
phytosanitary measures, Members shall take account of the special needs of developing country Members, and in particular of the least-developed country Members.' This suggests that Members should assess the effects their SPS measures may have on developing countries, from the outset. The SPS Committee would be a useful forum for identifying traditional uses of products which Members are seeking to regulate.
VI Conclusion
The kava example suggests that the WtO's health and safety rules may be used by Members in a way that can lead to overly strict regulation of indigenous products. I question whether any measures can or should be taken to ensure that Members' risk assessments give weight where appropriate to traditional knowledge and product usage such that overbroad regulations are minimized. In this regard, to the extent the safety of indigenous products are being called into question based on non-traditional uses, I posit that perhaps risk assessments of indigenous products should include an assessment of the safety of the product as it has been traditionally used, separate and apart from the analysis of the product as utilized inside the importing country. The concept of traditional knowledge may be a useful tool in identifying which products should be deemed to have a sufficient history of 'traditional use' to warrant a separate safety analysis.
